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From the INTERNATIONAL SEARCHING AUTHORITY 



To: 

RANBAXY LABORATORIES LIMITED 

Attn. Qeshmukh, Jay R . 

600 College Road East 

Suite 2100. 

Prince ton, NJ 08540 

UNITED STATES OF AMERICA 



APR 1 3 2M 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 



(PCT Rule 44.1) 



M0 /HA 



Date of mailing 
(pay/monlh/year) 



14/04/2004 



Applicant's or agent's file reference 
RLL-328WO 



FOR FURTHER ACTION See paragraphs 1 and 4 below 



International application No. 
PCT/JB 03/06 072 



International filing date 

(day/mom/year) 1Q /12/ 20 03 



Applicant 

RANBAXY LABORATORIES LIMITED* 



1 . The applicant is hereby notified that the International Search Report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: v 

The applicant is entitled, if he so wishes, Jo amend me: ciai^ Rule 46): 

When? The time limit for filing such amendments is normally 2 months from . me date of transmittal of the 
International Search Report; however, for more details, see the notes on the accompanying sheet. 



Where? Directly to the 



Into rnatign al Bu reau of Wl Pp 
34, cherriin des Colombettes 
1211 Geneva 20, Switzerland 
Fascimile No.: (41-22) 740.14.35 



For more detailed instructions, see the note's on the: accompanying sheet. 



2, 



□ The applicant is hereby notified that no I nternaUonal Search Report will be established and that the declaration under 
Article 1 7(2)(a) to that effect is. transmitted herewith. 



3. Q With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the'appi leant is notified that: 

□ the protest together with the decisions ereoh has been transmitted to .the International Bureau together with the 
applicant's request to forward the texts^of both the prdteist^and the decision thereon to the/designated Offices. 



no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



4 . Further actio n(s): The applicant is reminded of "the following: 

Shortly after 18 months from the priority date, the International application will be published by the International Bureau, 
if the a pplicaht wishe s to avoid or postpbrie pubi lea tion , a notice of Wi thdrawai of tfiie* in ternatipnal application or of the 
priority claim, must reach the International Bureau as provided in Rules 96bte:1 and 90ib&3, respectively, before the, 
completion of the technical preparations for international publication. 

Within 19 months from the priority date, a demand for international preliminary-examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some. Offices even later). 



Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase 
b'efdrelall designated Olfices which have hot been electe.d in the:demand or in a later election within 19 months from the 
priority date or could not be elected: because they are hot bound by Chapter II. 





Name and mailing address of the International Searching Authority 
0. European Patent Office, P.B. 5818 Patentlaan 2 
JJft NL-2280 HV Rijswijk 
Qljl Tel. (+31-70) 340-2040, Tx. 3165V epb nl, 

i—* Fa* -70) ^ft-flnift 


Authorized officer 
Eva- Bohctcova 

v/ m*^ A 



Form PCT/ISA/220 (July 1998) 



NOTES TO FORM PCT/ISA/220 



These Notes are intended to give the basic instructions concerning the filing of amendments under article 19, The 
.Notes are based on ihe requirements of ihe Patent Cooperation i reaiy, the Heguiations and the AoMnislrative instructions 
under that Treaty. In case of discrepancy between these. Notes and. those requirements, the latter are applicable. For more 
detailed information, see also the PCT Applicant's Guide, a publication of WIPO. 

In these Notes, "Article", "Rule", and 'Section* refer to theprovisioris of the PCT, the PCT Regulations and the PCT 
Administrative Instructions respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 



The applicant has, after having received the international search report, one opportunity to amend the claims of the 
irrternaliohaJ application. It should however be emphasized that, Since all parts of the intern ationaJ application (claims, 
description and drawings) may be amended during the international preliminary examination procedure, there is usually 
no need to- file amendments of the claims under Article 1 9 except where, e.g. the applicant wants the latter to be published 
for the purposes of provisional protection or has -another reason for amending the claims before international pbulicalion. 
Furthermore, it should be emphasized that provisional protection is available in some States only. 



What parts of the International application may be amended? 

Under Article 19, only the claims may be amended. 

During the international phase> the claims may also be amended (or further amended) under Article 34 before 
the International Preliminary Examining Authority; the description and drawings may only be amended under 
Article 34 before the International Examining Authority. 

Upon entry into the national phase, all parts of; the international application may be amended under Article 28 
or, where applicable, Article 41.. 



When? Within 2 months from the date of transmittal of the international search report or 16 months from the priority 

date, whichever time limit expires later, it should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the, expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46.1). 



Where not to file the amendments? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 



How? Either by cancelling one or more entire claims, by adding one o r more hew claims or by amending th e text of 

one or more of the claims as 'filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally, filed! 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions, Section 205(b)). 

The amendments must be made In the language In Which the International application Is to be published. 



What documents must/may accompany the amendments? 
Letter (Section 205(b)): 

The- amendments must be submitted with a letter. 

The letter will not be published with the international application arid the amended claims. It should riot be 
confused with the "Statement under Article 1 9(1 j" (see below, under 'Statement under Article 1 9(1 )")! 

The letter must be In English or French, at the choice of the applicant However, If the language of the 
International application Is English, the letter must be In English; If the language of the International application 
Is French, the letter must be In French. 



Notes to Form PCT/ISA/220 (first sheet) (January 1994) 
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NOTES TO FORM PCT/ISA/220 (continued) 



The latter must indicate the differences between the claims as filed and the claims as emended. It must, in 
particular, indicate, in connection with each claim appearing in the international application (it being understood 
that identical indications concerning several claims may be grouped) .whether 

(i) the claim is unchanged; 

(ii) the claim is cancelled; 

(iii) the claim is new; 

(rv) the claim replaces one or more claims as filed; 

(v) the claim is the result of the division of a claim as filed. 



The following examples Illustrate the manner In which amendments must be explained In the 
accompanying letter: 

1 . (Where originally there were 48 claims and after amendment of some claims there are. 51]: 
•Claims 1 to 29, 31 , 32; 34, 35, 37 to 48 replaced by amended claims bearing the same numbers; 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added.* 

2. [Where originally there were 15 claims and after amendment of ail claims there are 11]: 
"Claims 1 to 15 replaced by amended claims 1 to 11 " 

3. [Where originally there were 1 4 claims: and the amendments consist in cancelling some claims and in adding 
new claims]: 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 canoelled; new claims 15, 16 and 17 added." or 
"Claims 7 to 1 3 cancelled; hew claims 15,16 and 1 7 added; all other claims unchanged." 

4. {Where various kinds of amendments are made]: 

"Claims 1-10 unchanged; claims 11 to 13, 18 and 19 cancelled; claims 14,15 and 1 6 replaced by amended 
claim 14; claim 17 subdrvided into amended claims 15, 16 and 17; new claims 20 and 21 added." 



"Statement under article 19(1 )" (Rule 46.4) 

The amendments may be accompanied by a statement explaining the amendments and indicating any impact 
that such amendments might have on the description arid the drawings (which cannot be amended under 
Article 19(1)). 

The statement will be published with the international application and the amended claims. 
It must be In the language In which the International apppllcation Is to be published. 

It must be brief, not exceeding 500 words if in English or if translated into English- 
It should not be confused with arid does not replace the letter indicating the differences between the claims 
as filed and as amended. It must be filed on a separate sheet and must be identified as. sucn by a heading, 
preferably by using the words "Statement under Article 1 9(1 ).". 

It may hot contain any disparaging comments on the international search report or the relevance of citations 
contained in that report. Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 



Consequence ff a demand for International preliminary examination has already been 'filed 

If, at the time of filing any amendments under Article 1 9, a demand for international preliminary, examination 
has already been submitted, the applicant must preferably, at the same time of filing the amendments with the 
International Bureau, also file a copy of such amendments with the International Preliminary Examining 
Authority (see Rule 62.2(a), first sentence). 



Consequence with regard to translation of the International application for entry Into the national phase 

The applicant's attention is drawn to the fact that, where upon entry into the national phase, a translation of the 
claims as amended under Article 19 may have to be furnished to the designated/elected Offices, instead of, or 
in addition to, the translation of the claims as filed. 

For further details on the requirements of each designated/elected Office, see Volume II of me PCT Applicant's 
Guide. 



Notes to Fomi PCT/ISA/220 (second sheet) (January 1994) 



ATENT COOPERATION TREATV 

PCT 



INTERNATIONAL SEARCH REPORT 



(PCT Article 18 and Rules 43 and 44) 


Applicant's or agents file reference 
RLL-328WO 


FOR FURTHER see Notification of Transmittal of International Search Report 

, (Form PCT/ISA/220) as well as;- where applicable, item 5 below. 
ACTION 


Internationa! application No. 


International filing date (day/month/year) 


(Earliest) Priority Date (day/month/year) 


PCT/ IB 03/06072 


18/12/2003 


20/ 12/2002 


Applicant 






RANBAXY LABORATORIES LIMITED, 





This International Search Report has been prepared by this International. Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 



This International Search Report consists of- a total of 4; sheets; 

\x] It is also accompanied by a copy of each prior art document cited in this ; report. 

1 ; Basts of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless othe^ 

I I the international search was carried out on the basis of a translation Of the international application furnished to .this' 
Authority (Rule 23.1(b)), 

b. With regard to any nucleotide and/or amino acid sequence 'disclosed -in "the international application, the international search 
was carried out oh the basis of the sequence: listing : 

contained in the international application i-iri written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readble form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to; the written sequence listing has been 
furnished 

Certain claims were found unsearchable (See Box I). 
Unity of invention is lacking (see Box; II). 

4; With regard to the title, 

fx] the text is approved as submitted by the applicant. 

| 1 the text has been established by this Authority to read as follows: 



3: 



□ 
□ 
□ 
□ 
□ 

□ 



□ 
□ 



:5. With regard to the abstract, 

[x"| the text is approved as submitted by the applicant. 

I I the text has been established, according tb Rule.38r2(b), by this Authority.as.it appears in Box III, The applicant may, 
■ — » within one month from the date of mailing of " this international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. 

I I as suggested by the applicant. Q None of the figures. 

I I because the applicant failed to suggest a figure. 

[ ] because this figure better characterizes the invention. 



Form PCT/ISA/210 (first sheet) (July 1998) 



INTERNATIONAL btAHUM HtKUhl 



1 lational Application No 

PCT/IB 03/06072 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 A61K31/18 A61K9/16 A61P13/08 



According lo International Palenl ClassiUcation (IPC» or lo bolli national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classical ion system I ollowed by v classification symbols) 

IPC 7 A61K 



Documentation searched oiher Ihan minimum.doctimbntaUon tolhe extent that suclvdocumeiils are included in the fields searched 



Electronic data base .consulted during Hie iniernalional search (name of dala base and. where practical, search terms used) 

EPO-Internal, PAJ, WPI Data, BIOS IS, EMBASE,, MEDLINE 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ° Citation ol documenl, with indication, where appropriate, of the relevant passages" 



Relevant to claim No. 



EP 1 064 938 A (SANOFI SYNTHELABO) 
3 January 2001 (2001-01-03) 

claims 1-3,7-12 

paragraphs ' 0015!-' 0037! 

US 5 158 777 A (ABRAM0WITZ ROBERT ET AL) 
27 October 1992 (1992-10-27.) 

claims 1-6 
column 3, line 1 -column 4, line 18 
column 4, line 54 -column 4, line 68 

examples 1-3 

-/- 



1-71 



1-71 



Further documents are listed in the continuation of box C. 



0 



Patent. family members ;are listed in annex. 



° Special categories of cited documents : 

'A' document denning the general slate of the art which Is not 

considered to be of particular relevance 
•E* earlier document but published on or after I he- iniernalional 

filing date 

•L* document which may Ih row doubts on priority claim(s);or 
which is cited to establish the publication date ol another 
citation of other special reason (as specified) 

'O* document referring lo an oral disclosure, use. exhibition or 
Other means 

'P* documenl published prior lo Ihe international tiling datobut 
later than the priority date claimed 



*T* later documenl published after the international filing date 
or priority date and not' in cohllict with Ihe application but 
citedto understand the principle or theory underlying. the 
invention 

'X' documenl of particular relevance; the;claiined invention 
cannot be considered novel or can not be considered to 
involve an inventive step when Ihe document is taken alone 

'V- document ol particular relevance; the claimed V invention 

cannot 1 be considered to involve ah inventive step when the 
ctocufrienl is combined with one or more other such docu- 
ments; -such cpmbinalibn being obvious to a person skilled 
in1he;ari; 

document member of the same patent family 



Dato of Ihe actual completion ol the iniernalional search 



29 March 2004 



Dale ot mailing of the into m alio rial search report/ 

14/04/2004 



Name and mailing address of Ihe ISA 

European Patent Oftico. P.B. 58 18 Paten! laan 2 
NL- 2280 HV Rijswijk 

Tel. (+31-70) 340-2040. Tx. 31 651 epo ril, 
Fax: (+31-70)340-3016 



Authorized ollicer 



Sehifferer, H 
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IN 1 th w A 1 IUNAL SfcAHUtt KfcHUK 1 


1 totionbl Application No 

PCT/IB 03/06072 


C.(Gontinuatlon) DOCUMENTS CONSIDERED TO BE RELEVANT 


Category • 


Citation ol document, with indication, where appropriate, ol live rOlevaril passages 


Relevant to claim No. 


P,X 


WO 03 039530 A (LEMMENS JACOBUS M ;SYNTH0N 
B V (NL); VAN DALEN FRANS (NL); PLATTEE) 
15 May 2003 (2003-05-15) 

claims 1-33 

page 5, line 1 -page 6, Vine 14 
page 7, line 2 -page 9, line 12 
page 10, line 3 -page 11, line 6 
page 12, line 3 -page 13, Tine 5 
page 14, line 3 -page 14, line 18 
page 15, line 3 -page 18, line 17 




1-4,6,7, 

9,10,14, 

15„ 

18-22, 

69-71 


A 


DEBUNNE A ET AL: "Development and. in 

vitro evaluation of an enteric-coated 

multiparticulate drug delivery system: for 

the administration of piroxicam to dogs" 

EUROPEAN JOURNAL OF PHARMACEUTICS AND 

BIOPHARMACEUTICS, ELSEVIER SCIENCE 

PUBLISHERS B.V., AMSTERDAM, NL, 

vol. 54, no. 3, November 2002 (2002-11), 

pages 343-348, XP604394053 

ISSN: 0939-6411 

abstract 

page 344 , 1 eft-hand col umri , 1 i ne 45 -page 
345, right-hand column,, line 28 




1-71 


A 


WILLIAMS ill R 0 ET AL: "Influence of 

processing and curing conditions on beads 

coated with an aqueous di sipersion of 

cellulose acetate phthalate" 

EUROPEAN JOURNAL OF PHARMACEUTICS AND 

BIOPHARMACEUTICS, ELSEVIER SCIENCE 

PUBLISHERS B. V.. , AMSTERDAM, NL, 

vol. 49, no. 3, 2 May 2000 (2000-05-02), 

pages 243-252, XP004257164 

ISSN: 0939-6411 

abstract 

page 244, right-hand column, line 6 -page 
244, right-hand column, line 32 




1-71 


A 


US 6 248 363 Bl (CHEN FENG- JING ET AL) 
19 June 2001 (2001-06-19) 

cl ai ms 1 , 2,22, 23,28-30, 45 

example 8 
column 6, line 1 
column 7, line 23 

column 41, line 28 -column 47, line 28 




1-71 
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in i cn M, Hi iunml ocMnun ncrun i 

Inf^ at Ion on patent family members' 



' tational Application No 

PCT/IB 03/06072 



Patent document 




Publication 




Patenl family 


Publication 


cited in search report 




date 




member(s) 


date 


EP 1064938 


A 


03-01-2001 


EP 


1064938 Al 


03-01-2001 








AU 


6274700 A 


31-01-2001 








BR 


0011999 A 


05-03-2002 








CA 


2370067 Al 


04-01-2001 








CN 


1358088 T 


10-07-2002 








cz 


20014639 A3 


17-04-2002 








wo 


0100182 Al 


04-01-2001 








BP 


1194131 Al 


10-04-2002 








HU 


0202259 A2 


28-12-2002 








JP 


2003503341 T 


28-01^2003 








NO 


20016282 A 


27-02-2002 








PI 

rL 












Sr< 


19102001 A3 


09-05-2002 








TR 

1 IV 


9rim rn^nd to 


99— ft/I— 9 OA 9 • 








ZA 


200109849 A 


29-11-2002 




US 5158777 


A 


. . 

27-10-1992 


— 

NONE 


— . ._. _ — _. 


— . — . — _ — .__ 


WO 03039530 


A 


15-05-2003 


DE 


20220415 Ul 


09-10-2003 








W0 


03039530 Al 


15-05-2003 








W0 


03039531 Al 


15-^05-2003 








NL 


1021822 C2 


15-07-2003 








NL 


1021822 Al 


08-05-2003 








Ml 












NL 


1021857 Al 


08-05-2003 








US 


2003147950 Al 


07^08-2003 | 








US 


2003147955 Al 


07-08-2003 


US 6248363 


Bl 


19-06-2001 


AU 


1798101 A 


04-06-2001 








CA 


2391923 Al 


31-05-2001 








EP 


1233756 Al 


28-08-2002 








JP 


2003517470 T 


27-05-2003 








Wo 


0137808 Al 


31-05-2001 








US 


2003077297 Al 


24-04-2003 








us 


2003180352 Al 


25-09-2003 








us 
us 


2003215496 Al 


20-1 1-2003 








2003064097 Al 


03-04-2003 
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